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(2) Medical foods defined by section
5(b) of the Orphan Drug Act.

(g) Applicability. The requirements of
this section apply to foods intended for
human consumption that are offered
for sale, regardless of whether the
foods are in conventional food form or
dietary supplement form.

[58 FR 2533, Jan. 6, 1993; 58 FR 17097, Apr. 1,
1993, as amended at 58 FR 44038, Aug. 18, 1993;
59 FR 425, Jan. 4, 1994; 59 FR 15050, Mar. 31,
1994; 61 FR 40332, Aug. 2, 1996; 62 FR 49867,
Sept. 23, 1997; 63 FR 26980, May 15, 1998; 66 FR
17358, Mar. 30, 2001]

§ 101.15 Food; prominence of required
statements.

(a) A word, statement, or other infor-
mation required by or under authority
of the act to appear on the label may
lack that prominence and conspicuous-
ness required by section 403(f) of the
act by reason (among other reasons) of:

(1) The failure of such word, state-
ment, or information to appear on the
part or panel of the label which is pre-
sented or displayed under customary
conditions of purchase;

(2) The failure of such word, state-
ment, or information to appear on two
or more parts or panels of the label,
each of which has sufficient space
therefor, and each of which is so de-
signed as to render it likely to be,
under customary conditions of pur-
chase, the part or panel displayed;

(3) The failure of the label to extend
over the area of the container or pack-
age available for such extension, so as
to provide sufficient label space for the
prominent placing of such word, state-
ment, or information;

(4) Insufficiency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space for any
word, statement, design, or device
which is not required by or under au-
thority of the act to appear on the
label;

(5) Insufficiency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space to give ma-
terially greater conspicuousness to any
other word, statement, or information,
or to any design or device; or

(6) Smallness or style of type in
which such word, statement, or infor-

mation appears, insufficient back-
ground contrast, obscuring designs or
vignettes, or crowding with other writ-
ten, printed, or graphic matter.

(b) No exemption depending on insuf-
ficiency of label space, as prescribed in
regulations promulgated under section
403 (e) or (i) of the act, shall apply if
such insufficiency is caused by:

(1) The use of label space for any
word, statement, design, or device
which is not required by or under au-
thority of the act to appear on the
label;

(2) The use of label space to give
greater conspicuousness to any word,
statement, or other information than
is required by section 403(f) of the act;
or

(3) The use of label space for any rep-
resentation in a foreign language.

(c)(1) All words, statements, and
other information required by or under
authority of the act to appear on the
label or labeling shall appear thereon
in the English language: Provided, how-
ever, That in the case of articles dis-
tributed solely in the Commonwealth
of Puerto Rico or in a Territory where
the predominant language is one other
than English, the predominant lan-
guage may be substituted for English.

(2) If the label contains any represen-
tation in a foreign language, all words,
statements, and other information re-
quired by or under authority of the act
to appear on the label shall appear
thereon in the foreign language: Pro-
vided, however, That individual serving-
size packages of foods containing no
more than 11⁄2 avoirdupois ounces or no
more than 11⁄2 fluid ounces served with
meals in restaurants, institutions, and
passenger carriers and not intended for
sale at retail are exempt from the re-
quirements of this paragraph (c)(2), if
the only representation in the foreign
language(s) is the name of the food.

(3) If any article of labeling (other
than a label) contains any representa-
tion in a foreign language, all words,
statements, and other information re-
quired by or under authority of the act
to appear on the label or labeling shall
appear on such article of labeling.
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